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STERILE PYROGEN FREE
Solution for infusion
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I.

HUONG DAN SU DUNG THUOC CHO NGUOI BENH

CITOPCIN injection

Khuyén cdo:
Poc kjj hwéng dan trude khi sie dung.
Dé xa tam tay tré em.

Théng bdo ngay cho bdc sy hodc dugc sy nhitng tac dung khong mong muon gdp phdi khi sir
dung thude.
Thubc ban theo don

THANH PHAN, HAM LUQNG CUA THUOC
CITOPCIN injection 400 mg/200 mL
THANH PHAN: Moi tii 200 ml dung dich chira:

Hoatohiat_CIPIONORA0IN mrr e s st s s ity s rasesss s mesmisatao: 400 mg

T4 duoc: 2-hydroxyglutaric acid-y-1acton ... v 172,8 mg
L e e 1800 mg
ACIA RYATOCIOTIC .....coveererereriesiresieresnesisrisessesssaesssnsssssosensssonss sasssssssssesssssnssnsassasssess v.d
NuGe phatiCme . i meemmsssnainsmsmnnsm e vira di 200 ml

CITOPCIN injection 200 mg/100 mL %

THANH PHAN:Moi tii 100 ml dung dich chita: e

Hoat chit: CIPTOTIOXACIN ...vevversersessersssssssrssssscssessassssosscssnssnssssessorsossssasss sassssssssassassssssssscss 200 mg

T4 duoc:  2-hydroxyglutaric acid-y-1acton ..........ceeeiinininieninninens s, 86,4 mg
INGIEL CLOTIA —vsvscsnesssssessnsvsshasvevasesansosnnesonverssnssnssasssmisensassnvananse mavsopesssss sodssisasssnns 900 mg
ACIA RYATOCIOTIC ..c cvcusvssesssnsasssssssassesasssrerssesnsaersansasussesssnssanse aesesssasasssassassososssnsassnss v.d
NGOG PRAIETIL .eoseisssshionossmsinasassrspissstomonsmestisimnsasssaasnsnsassio drasseiriasosss vira da 100 ml

MO TA SAN PHAM

Dung dich tiém truyén trong sudt khong mau hodic mau vang nhat.

Quy cach dong goi:

CITOPCIN injection 400 mg/200 mL: Tui nhya déo chira 200mL dung dich ti€ém truyén.
CITOPCIN injection 200 mg/100 mL: TGi nhya déo chira 100mL dung dich tiém truyén.
THUOC DUNG CHO BENH GI?

Ciprofloxacin chi dugc chi dinh cho cac nhiém khudn ning ma cac thudc khang sinh thong
thuong khong c6 tac dung dé tranh phat trién céc vi khudn khang cipofloxacin. Céc loai nhiém
khuén bao gém: nhi®m khuén phéi, tai, miii, hong, hbc miéng, rang, ham, thdn hodc dudng
niéu, sinh duc (gém 1au), duodng ti€u hdéa, mod mém, nhi®m khuén vét thuong, xuwong khép,
viém phu khoa, viém mang ndo, viém mang bung, dudng mét, nhim khuén mt.

Céc chung vi khuén nhay cam bao gdm: E. coli, Shigella, Salmonella, Citobacter, Klebsiella,
Enterobacter, Serratia, Hafnia, Proteus, Pseudomonas, Neisseria, Acinetobacter,
Streptococcus, Chlamydia, Staphylococcus, Corynebacterium, Bacteroides, Clostridium.
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NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Nhi&m khudn ngudi 16n 100-400 mg x 2 lan/ngay

Nhim khuén tiét niéu nhe va vira 200 mg x 2 lan/ngay, ning 400 mg x 2 lan/ngay

Nhiém khuan hé hdp dudi nhe va vira, nhiém khudn da, xwong khép 400 mg x 2 lan/ngay

Céc nhidm khuin ning khac 400 mg x 2 lan/ngay

Thoi gian diéu trj trung binh 7-14 ngay.Véi nhiém khuén xuong khép nén 1a 4-6 tudn hodc
hon.

Duing thudce tiép 2 ngay sau khi céc triéu trimg bénh da bién mét.

Dung dich tiém truyén ciprofloxacin nén dugc truyén trong it nhét 60 phut, liéu dung tuy theo
muc d6 bénh, dd nhay cdm cua chiing vi khudn, tinh trang bénh nhan va chirc ning gan thén.
Lidu cho bénh nhén suy than nén duoc diéu chinh theo bang dudi day:

Hé sb thanh thai Creatinin (mL/min) Liéu
>30 Liéu binh thuong
5-29 200~400 mg,18-24 gid mdt lan

Néu c6 thé bénh nhan nén duoc chinh liéu theo nong do thudc trong méu
Hé sb thanh thai creatinin dugc tinh dua vao ndng do creatinin nhu cong thirc sau:

Cén ning co thé (kg) x (140-tudi)

72 x creatinin huyét twong (mg/dL)

Nir gidi : 0,85 x Gia tri ciia nam gidi

Nén chuyén sang dudong ubng mot vai ngay sau khi ding thubc khéi diu bang tiém tinh mach.
KHI NAO KHONG NEN DUNG THUOC NAY?

1) Bénh nhan c6 tién sir qua min véi ciprofloxacin hoic cac thudc khang khuén quinolon khac
2) Phu nif ¢ thai cho con bu

3) Tré em, thidu nién du6i 18 tudi >

4) Bénh nhan dong kinh =

5) Bénh nhén c6 tién sir viém gn, thoat vi gan lién quan dén viéc ding ciprofloxacin hay céc
thu6c nhém quinolon khac.

6) Bénh nhan dang dung tizanidin (vi khi ding ddng thoi, ndng do tizanidin s& bi ting gy ha
huyét 4p hodic ngu g).

7) Bénh nhan dang dung ketoprofen (vi nguy co bi co giat)

TAC DUNG KHONG MONG MUON

Néi chung, ciprofloxacin dung nap tt. Tac dung khong mong muén coa thudc chi yéu 12 1én
da day - rudt, than kinh trung uwong va da.

Thuong gdp, ADR > 1/100

Tiéu hoa: Budn ndn, ndn, ia chay, dau bung.

Chuyén hoéa: Ting tam thoi ndng d6 céc transaminase.

It gp, 1/1000 < ADR < 1/100

Toan than: Nhac dau, st do thube.

Méu: Tang bach cdu ua eosin, giam bach cdu lympho, giam bach cdu da nhén, thiéu mau,
giam tiéu cau.

Tim - mach: Nhip tim nhanh.

Than kinh trung vong: Kich dong.

Tiéu héa: Réi loan tiéu hoa.

Nam gi6i : (mL/min) =
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Da: Néi ban, ngira, viém tinh mach ndng.
Chuyén héa: Tang tam thdi creatinin, bilirubin va phosphatase kidm trong mau.
Co xuong: Pau & cac khép, sung khép.
Hiém gdp, ADR < 1/1000
Toan than: Phan tng phan vé hodc dang phan vé.
Méu: Thiéu mau tan huyét, ting bach cAu, ting tiéu ciu, thay dbi ndng d¢ prothrombin.
Than kinh trung wong: Con co giat, 1a 13n, rdi loan tdm than, hoang tudng, mét nga, trAm
cam, loan cam ngoai vi, r6i loan thi giac ké ca o giac, rdi loan thinh gidc, U tai, r6i loan vi
giac va khtru giac, tdng ap luc ndi so.
Tiéu hoéa: Viém dai trang mang gia.
Da: Hoi chirg da - niém mac, viém mach, hdi chiig Lyell, ban dé da thanh nbt, ban do da
dang tiét dich.
Gan: D3 c6 béo céo vé mot vai truong hop bi hoai tir té bao gan, viém gan, vang da & mat.
Co: Pau co, viém gan (gan got) va md bao quanh. Cé mot vai trudng hop bi dirt gan, dédc biét
14 & ngudi cao tudi khi ding phbi hop véi corticosteroid.
Tiét nidu - sinh duc: C6 tinh thé niéu khi nudc tiéu kidm tinh, dai ra mau, suy than cdp, viém
than k&.
Khéc: Nhay cam véi 4nh séng khi phoi nng, phi thanh quan hogc phii phdi, khé thé, co that
phé quan. M-
Huéng din cich xir tri ADR P
D4 trénh c6 tinh thé nidu, duy tri du lvong nudc ubng vao, tranh 1am nudc tiéu qua kiém.
Néu bj ia chay niing va kéo dai trong va sau khi diéu tri, ngudi bénh c6 thé di bj rdi loan ndng
& rudt (viém dai trang mang gia). Can ngirng ciprofloxacin va thay bing mot khang sinh khac
thich hop (vi du vancomycin).
Néu c6 bét ky d4u hidu ndo vé tac dung phu can ngiing dung ciprofloxacin va ngudi bénh can
phai duoc didu tri tai mot co so y té mic dii cAc tac dung phu ndy thudng nhe hodic vira va s&
mau hét khi ngimg duing ciprofloxacin.
NEN TRANH DUNG NHUNG LOAI THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY
1) Ciprofloxacin trc ché CYP450 1A2, do d6 c6 thé lam ting ndng dd céc thube chuyén héa
thong qua enzym nay nhu theophylin, methylxanthin, cafein, duloxetin, clozapin, ...
- Nghién ctru 14m sang cho thdy dung ciprofloxacin cting véi ropinirol s& lam ting Cmax va
AUC ctia thudc nay 1én 60% va 84% tuong ting.
- Ding chung lidocain va ciprofloxacin 1am giam hé sb thanh thai dudng tiém tinh mach cta
lidocain 22%
Néu budc phai ding ddng thoi thi phai didu chinh ndng d6 huyét tuong va liéu ctia thude dung
cung.
2) Du hiém xay ra nhung ding chung ciprofloxacin véi cac thudc khéng viém non-steroid
nhém phenylacetat va propionat (ketoprofen, fenbufen, flurbiprofen) cé thé gy tai bién.
3) Cinax V& AUC ciia ciprofloxacin bi giam nhe khi ding chung thudc véi omeprazol.
4) Do canh tranh lién két protein huyét twong, ciprofloxacin 1am ting tdc dung va doc tinh
(xut huyét, kéo dai thoi gian chay méau) ciia cac thudc chéng dong mau duong ubéng nhu

warfarin.
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5) Céc khéng sinh quinolon khi ding chung véi glibenclamid (thuéc chéng thao dudng) c6 thé
gdy ra giam glucose huyét nang. Can diéu chinh dudng huyét khi ding chung.

6) Ding ddng thoi ciprofloxacin véi cyclosporin c6 thé 1am ting ndng do cyclosporin va
creatinin huyét tuong, do d6 nén diéu chinh thudong xuyén creatinin.

7) Probenecid anh hudng Ién dao thai qua than cta thudc do d6 giam hidu qua diéu tri nhiém
khuén tiét niéu.

8) Dung cing methotrexat 1am ting ndng do methotrexat huyét twong va ting doc tinh cta
thudc nay.

9) Mot nghién ciru 14m sang trén nhitng nguoi khoe manh cho thdy ciprofloxacin lam ting

ndng d huyét tuong cia tizanidin khi ding chung, do d6 khong nén ding dong thdi hai thudc.

10) Dung ddng thoi ciprofloxacin va phenytoin lam thay dbi ndng do trong mau cua
phenytoin.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Béc si ctia ban s& huéng dan ban khi ndo nén dung thudc. Ban khong nén tu y ding thudc vi
day la thudc ké don. Néu ban nght r?mg c6 thé ban d3 bi bo s6t mot lidu, nén béo ngay cho bac
si cua ban.

CAN BAO QUAN THUOC NAY NHU THE NAO ~

Bao quéan dudi 30°C. Tranh anh sang D’!'

Khong sir dung thuéc khi dd qud han dimg ciia thudc in trén bao bi.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Céc triéu ching qua lidu d3 duoc bao co bao gf‘)m chong mét, run, nhirc dau, 40 giac, co giét,
dau bung, suy than, suy gan, sdi ni€u va huyét niéu.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Vi déy Ia thudc ké don nén béc si clia ban s& ludn theo ddi qué trinh diéu tri bénh cia ban va
hdu nhu chic chén ring ban s& khong dwoc cho ding lidu cao hon nhiéu so véi liéu tdi da
khuyén céo. Tuy nhién, trong truong hop nghi ngd c6 thé héi bac si ctia ban

NHUNG PIEU THAN TRONG KHI DUNG THUOC NAY

1. Cinh bdo

Cén than trong khi ding ciprofloxacin ddi véi ngudi c6 tién sir dong kinh hay rdi loan hé than
kinh trung wong, ngudi bj suy chirc ning gan hay chirc ning than, ngudi thiéu glucose 6
phosphat dehydrogenase, ngudi bi bénh nhugc co.

Dung ciprofloxacin dai ngay c6 thé 1am c4c vi khudn khéng nhay cam véi thude phat trién qua
mtre. Nhét thiét phai theo d5i ngudi bénh va lam khéng sinh db thudng xuyén dé c6 bién phap
didu tri thich hop theo khang sinh dd.

Ciprofloxacin c¢6 thé lam cho céac xét nghiém vi khuan Mycobacterium tuberculosis bi am tinh.

Ciprofloxacin c6 thé gdy hoa mét chéng mit, ddu 6c quay cudng, anh huéng dén viéc didu
khién xe c¢o hay van hanh may méc.

Han ché ding ciprofloxacin cho tré nhé va tré dang 16n (trén thuc nghiém, thube c6 gay thodi
héa sun & cac khdp chiu trong luc).

2. Ngwoi cao tudi

O ngudi gia, chirc ning than thudng bi suy giam din dén viée ciprofloxacin duge dao thai
cham hon qua than nén thubc dat ndng d6 cao trong huyét twong va lam ting nguy co cac
phén tng bat lgi. Nén than trong dic biét khi dung thudc & ngudi gia.

3. Dung cho tré nho
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1) Céc thubc khang khudn nhém quinolon, bao gdm ciprofloxacin, gdy ra viém khép tai cac
khép chiu trong luc va gy viém sun & mot vai loai dong vat chua trudng thanh. Khi ding
thudc cho tré bi bénh tdn thuong héa nhdy dudi 18 tudi, cac dit lidu an toan khong cho thdy
bat ki bing chimg nao v& tén thuong sun, khép lién quan dén thude.

2) Vi d6 an toan va hidu qué cua ciprofloxacin & tré 18 tudi chua dugc dinh gi vi thé khong
nén dung thudc cho bénh nhan & do tudi nay.

4. St dung trong truong hop co thai va cho con bu

Thubc bi chdng chi dinh cho phu nif ¢6 thai cho con bu.

5. Dé phong trong bdo qudn va déng goi

1) Giit thudc tranh xa tdm véi clia tré em

2) Khong chuyén thudc tir géi nay sang géi khac do c6 thé 1am héng thudc

3)Thubc duge bao quan tranh céc tia sang truc tiép va tia UV. Dudinh sang mit troi, thubc
chiéndinh trong 3 ngay.

4) O nhiét d6 lanh thubc c6 thé déng tia, tia nay s& tan trd lai & nhiét do phong, vi vay khong
duoc bao quan thude trong i lanh.

KHI NAO CAN THAM VAN BAC SY, DUQC SY

Néu can thém théng tin xin héi y kién bdc sy hodc dioc sp.

HAN DUNG CUA THUOC oy

24 thang ké tir ngay san xuét )

TEN VA PIA CHI CUA CO SO SAN XUAT
CJ HealthCare Corporation

Dia chi: 20 Daesosandan-ro, Daeso-myeon, Eumseonggun, Chungcheongbuk-do, Han Qubc.
NGAY XEM XET SUA DPOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG

THUOC

II. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

CAC PAC TiNH DUQC LY

Pic tinh dwge lwc hoc:

Ciprofloxacin 12 mdt khang sinh thudc nhém fluoroquinolon cé phd khang khudn rong.

Ciprofloxacin tac dong bing céch tic ché tiéu don vi A ciia DNA gyrase (topoisomerase) nén

ngin can su sao chép DNA ciia vi khuén.

Co ché tac dong cua céc khang sinh thudc nhém fluoroquinolon, ké ca ciprofloxacin, khac véi

c4c khang sinh nhém penicilin, cephalosporin, aminoglycosid, macrolid, va tetracyclin. Do do,

céc chung vi khuin d& khang vé6i cac nhém khang sinh niy c6 thé nhay cam véi ciprofloxacin
va cac quinolon khac.

Ciprofloxacin c¢é phd khang khuén in vitro rong, bao gdm cac vi khudn Gram am va Gram

duong:

- Vi khudn Gram am hiéu khi: Ciprofloxacin c6 hoat tinh in vitro trén céac vi khuén dudng
rudt bao gdm Escherichia coli va Citrobacter, Enterobacter, Klebsiella, Proteus,
Providencia, Salmonella, Serratia, Shigella, va Yersinia spp. Thudc ciing c6 tic dung trén
Pseudomonas aeruginosa nhung yéu hon trén cdc Pseudomonas spp. khéc. Haemophilus
ducreyi, H. influenzae, Moraxella catarrhalis (Branhamella catarrhalis) va Neisseria
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gonorrhoeae rat nhay cam véi thudc, ké ca cac ching tiét beta-lactamase. N. meningitidis
cling nhay cam véi thudc. Céc vi khudn Gram am hiéu khi khac dugc béo cdo 1a nhay cam
v6i ciprofloxacin bao gdm Acinetobacter spp., Campylobacter spp., Gardnerella vaginalis,
Helicobacter pylori, Legionella spp., Pasteurella multocida, va Vibrio spp..

- Vi khuén Gram dwong hiéu khi: Ciprofloxacin c6 hoat tinh trén céc tu ciu khudn, ké ca céc
ching tiét va khong tiét penicilinase, va hiéu qua trén mot vai ching khang meticilin. Céc
lién cdu khudn, dic biét Streptococcus va cac cdu khuén duong rudt kém nhay cam
hon. Céac vi khudn Gram duong khac nhay cam in vitro véi ciprofloxacin 1& Bacillus
anthracis va Corynebacterium spp..

Pa sb céc vi khuén ky khi, k& ca Bacteroides fragilis va Clostridium difficile, d& khéng véi
ciprofloxacin, mic dtt mot vai Clostridium spp khéc c6 thé nhay cam ”D (
DPic tinh dwge dong hoc: M
Nong do tdi da trong huyét tuong sau khi truyén tinh mach trong 30 phit véi lidu 200mg 12 3-
4mg/lit. Nira doi trong huyét tuong 1a khoang 3,5-4,5 gid & ngudi cé chiic niing gan than binh
thudng, thoi gian ndy dai hon & ngudi bénh bi suy thin va ngudi cao tudi. Dugc déng hoc clia
thu6c khong thay dbi dang ké & nguoi méc bénh ton thuong héa nhay
Khoang tir 20% dén 40% ndng d6 thudc lién két v6i protein huyét twong. Nira doi thai trir ctia
thu6c & tré em khoang 2,5 gid va ngudi 16n khoang 3 dén 5 gid' & ngudi bénh ¢ chirc ning
than binh thuong. Thoi gian nay dai hon & ngudi bénh suy than va & ngudi cao tubi. Tuy
nhién khéng cin diéu chinh liéu véi ngudi bénh suy than nhe va ngudi cao tubi khéng bi suy
than ning. Nira doi cua ciprofloxacin kéo dai khong dang k& & nguoi bénh xo gan man tinh 6n
dinh va hau hét cac nghién ctru cling cho the”iy dugc dong hoc cua ciprofloxacin khong anh
huéng 16 1ét t6i ngudi bénh bi ton thwong gan.
Thé tich phén bd cua ciprofloxacin rat 16n (2-3 lit/kg thé trong) va do d6 loc méu hay thim
tdich mang bung chi rat di dugc mot lwong nhd thubc. Thube duge phan bd rong khép va cb
ndng d6 cao & nhitng noi bi nhidm khuén (c4c dich co thé, cac md), néi chung thube d& ngdm
vao md. Nong do trong mé thudng cao hon ndng do trong huyét thanh, dic biét 1a & cac nhu
md, co, mat va tuyén tién liét. Nong do trong dich bach huyét va dich ngoai bao ciing gin
bang ndng do trong huyét thanh. Nong do thudc trong nudc bot, nudc mii, dom, dich  bung,
da, sun va xuong tuy c6 thip hon nhung van & muc do thich hop. Néu mang no binh thuong
thi ndng d6 thudc trong dich ndo tiry chi bing 10% ndng do thudc trong huyét twong, nhung
khi mang no bi viém thi thudc ngdm qua nhidu hon. Ciprofloxacin qua nhau thai va bai tiét
qua sira me. Trong mét cling cé n(‘“)ng d6 thudce cao.

Céc chét chuyén hoéa: it nhit c6 4 chit chuyén héa hoat dong di duoc xé4c dinh.

Oxociprofloxacin xut hién chu yéu trong nude tiéu va sulfociprofloxacin 13 chit chuyén héa

chinh theo dudng phén. Ciprofloxacin duoc dao thai chi yéu qua dudng nude tiéu nho loc &

cau than va bai tiét & dng than. Cac dudng dao thai khac chiém khoang 1/3 13 chuyén héa &
gan, bai xuét qua mat va thai qua niém mac vao trong 1ong rudt (ddy 1a co ché dao thai bu trir

& nguodi bi bénh suy than nang)

Khoang 75% liéu tiém tinh mach dao thai dudi dang khong ddi qua nudc tiéu va 15% theo

phan. Cac dudng dao thai khéac 13 chuyén hda & gan, bai xuit qua mat, thai qua niém mac vao

trong 10ng rudt (dy 1a co ché dao thai bu trir & ngudi suy than). Thudc dugc dio thai hét trong
vong 24 gio.

CHI PINH PIEU TRI



Ciprofloxacin chi dugc chi dinh cho cdc nhim khuén niing ma cac thudc khang sinh thong
thudng khong cé tac dung dé tranh phat trién cc vi khudn khang cipofloxacin. Céc loai nhiém
khuén bao gém: nhi®m khuén phéi, tai, mii, hong, héc miéng, rang, ham, than hodc dudng
niéu, sinh duc (g6m 1au), duong ti€éu hoa, md mém, nhiém khudn vét thuong, xuong khdp,
viém phy khoa, viém mang nfo, viém mang bung, dudng mat, nhiém khuén mét.

Céc ching vi khudn nhay cam bao gém: E. coli, Shigella, Salmonella, Citobacter, Klebsiella,
Enterobacter, Serratia, Hafnia, Proteus, Pseudomonas, Neisseria, Acinetobacter,
Streptococcus, Chlamydia, Staphylococcus, Corynebacterium, Bacteroides, Clostridium.
LIEU LUQONG VA CACH DUNG

Nhi&m khuén ngudi 16n 100-400 mg x 2 lan/ngay

Nhi&m khuén tiét niéu nhe va vira 200 mg x 2 1dn/ngay, ning 400 mg x 2 lan/ngay

Nhiém khuén hé hdp dudi nhe va vira, nhiém khuin da, xuong khép 400 mg x 2 1an/ngay

Céc nhidm khuén ning khéc 400 mg x 2 1an/ngay

Thoi gian didu tri trung binh 7-14 ngay.Véi nhim khuén xuong khép nén 13 4-6 tudn hoic
hon. oY

Dung thudce tiép 2 ngay sau khi c4c triéu trng bénh d bién mét. Nz}

Dung dich tiém truyén ciprofloxacin nén duoc truyén trong it nhat 60 phut, lidu dung tuy theo
muc do bénh, d§ nhay cam cta chiing vi khuén, tinh trang bénh nhan va churc ndng gan than.
Liéu cho bénh nhén suy thin nén dugc diéu chinh theo bang dudi day:

Ha sb thanh thai Creatinin (mL/min) Liéu
>30 Liéu binh thudng
5-29 200~400 mg,18-24 gio mdt lan

Néu c6 thé bénh nhan nén dugc chinh liéu theo néng d6 thudc trong mau
Haé sb thanh thai creatinin dugc tinh dya vao n(‘”)ng do creatinin nhu cong thurc sau:

Cén niing co thé (kg) x (140-tudi)

72 % creatinin huyét twong (mg/dL)

Nir gioi : 0,85 x Gia tri ciia nam gidi

Nén chuyén sang dudng udng mot vai ngdy sau khi ding thudc khéi ddu bang tiém tinh mach
CHONG CHI PINH

1) Bénh nhén c6 tién sir qua mén véi ciprofloxacin hoic céc thudc khang khudn quinolon khéc
2) Phu nit ¢ thai cho con bu

3) Tré em, thiéu nién dudi 18 tudi

4) Bénh nhan dong kinh

5) Bénh nhan c6 tién sir viém gén, tho4t vi gan lién quan dén viéc ding ciprofloxacin hay céc
thudc nhém quinolon khéc.

6) Bénh nhan dang dung tizanidin (vi khi ding ddng thoi, ndng do tizanidin s& bi ting gy ha
huyét 4p hodc ngi ga).

7) Bénh nhan dang dung ketoprofen (vi nguy co bi co giat)

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC

1. Cdanh bdo

Cén than trong khi ding ciprofloxacin dbi véi nguoi c6 tién sir dong kinh hay rdi loan hé than
kinh trung wong, ngudi bi suy chirc ning gan hay chtic ning than, ngudi thiéu glucose 6
phosphat dehydrogenase, ngudi bi bénh nhugc co.

Nam gidi : (mL/min) =

i "' GNP A
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Duing ciprofloxacin dai ngay c6 thé lam céc vi khuén khong nhay cam véi thudc phat trién qua
mirc. Nht thiét phai theo doi ngudi bénh va lam khang sinh db thudng xuyén dé c6 bién phap
diéu trj thich hop theo khang sinh dd.

Ciprofloxacin c6 thé 1am cho céc xét nghiém vi khuan Mycobacterium tuberculosis bi am tinh.

Ciprofloxacin c6 thé gdy hoa mat chéng mit, ddu 6c quay cudng, anh huong dén viéc didu
khién xe co hay van hanh may méc.

Han ché dung ciprofloxacin cho tré nhé va tré dang 16n (trén thuc nghiém, thudc c6 gay thodi
héa sun & céc khép chiu trong luc).

2. Nguwoi cao tudi

O nguoi gia, chire nang than thudng bi suy giam dan dén viée ciprofloxacin dugc dao thai
cham hon qua thin nén thubc dat ndng dd cao trong huyét trong va lam ting nguy co céc
phan g bét loi. Nén than trong dic biét khi dung thude & nguoi gia.

3. Dung cho tré nho

1) Céc thube khang khudn nhém quinolon, bao gdm ciprofloxacin, gdy ra viém khép tai cac
khép chiu trong lyc va gy viém sun & mdt vai loai dong vat chua trudng thanh. Khi ding
thudc cho tré bi bénh tdn thuong héa nhdy dudi 18 tudi, cac dir lidu an toan khong cho thay
bat ki bang ching nao v& tdn thuong sun, khép lién quan dén thude.

2) Vi do an toan va hiéu qué cua ciprofloxacin & tré 18 tubi chua dugc dinh gia vi thé khong
nén dung thudc cho bénh nhan & do tudi nay.

4. St dung trong truwong hop co thai va cho con bu
Thudc bj chng chi dinh cho phu nif c6 thai cho con bu. (D’[
5. Dé phong trong bdo qudn va déng goéi =

1) Giit thudc tranh xa tdm véi clia tré em
2) Khéong chuyén thubc tir géi nay sang gbi khac do c6 thé 1am hong thudc
3)Thudc duge bao quan tranh céc tia sang truc tiép va tia UV. Dudidnh sang mit troi, thude
chidndinh trong 3 ngay.
4) G nhiét do lanh thudc c6 thé déng tua, tha ndy sé tan trd lai & nhiét do phong, vi vay khong
duoc bao quan thube trong ti lanh.
TUONG TAC CUA THUOC VOI THUOC KHAC VA CAC LOAI TUONG TAC
KHAC
1) Ciprofloxacin trc ché CYP450 1A2, do d6 c6 thé lam ting ndng dd cic thube chuyén héa
thong qua enzym nay nhu theophylin, methylxanthin, cafein, duloxetin, clozapin, ...
- Nghién ctru 14m sang cho thdy ding ciprofloxacin cling v6i ropinirol s& lam ting Cmax va
AUC cua thudc nay 1én 60% va 84% tuong Gng.
- Ding chung lidocain v ciprofloxacin 1am giam hé s6 thanh thai dudng tiém tinh mach cua
lidocain 22%
Néu budc phai ding ddng thoi thi phai didu chinh ndng d6 huyét trong va lidu cua thubc ding
cung.
2) Du hiém xay ra nhung ding chung ciprofloxacin véi céc thuc khang viém non-steroid
nhém phenylacetat va propionat (ketoprofen, fenbufen, flurbiprofen) c6 thé gy tai bién.
3) Cuax va AUC cuia ciprofloxacin bi giam nhe khi dung chung thudc véi omeprazol.
4) Do canh tranh lién két protein huyét twong, ciprofloxacin 1am ting tac dung va doc tinh
(xuét huyét, kéo dai thoi gian chay méu) cta céc thubc chdng dong mau dudng ubng nhu

warfarin.



5) Cac khéng sinh quinolon khi ding chung véi glibenclamid (thudc chéng théo dudng) c6 thé
gdy ra giam glucose huyét ning. Cén diéu chinh dudng huyét khi ding chung.

6) Dung dong thoi ciprofloxacin véi cyclosporin cé thé 1am ting ndng do cyclosporin va
creatinin huyét twong, do d6 nén didu chinh thudng xuyén creatinin.

7) Probenecid anh hudng 1én dao thai qua than cia thude do d6 giam higu qua didu tri nhiém
khudn tiét niéu.

8) Diing cling methotrexat 1am ting ndng d6 methotrexat huyét twong va ting doc tinh cua
thudc nay.

9) Mot nghién ctru 1dm sang trén nhitng ngudi khde manh cho thdy ciprofloxacin lam ting

ndng d6 huyét twong cia tizanidin khi ding chung, do d6 khong nén dung dong thdi hai thude.

10) Dung ddng thoi ciprofloxacin va phenytoin 1am thay ddi nong do trong mau cia
phenytoin.

TAC DUNG KHONG MONG MUON

N6i chung, ciprofloxacin dung nap t6t. Tac dung khong mong mubn cua thube chu yéu 13 1én
da day - rudt, than kinh trung uwong va da.

Thwong gap, ADR > 1/100

Tiéu héa: Budn ndn, ndn, ia chay, dau bung.

Chuyén héa: Tang tam thdi ndng do cc transaminase.

It gap, 1/1000 < ADR < 1/100

Toan than: Nhirc du, sbt do thudc.

Méu: Ting bach cdu wa eosin, giam bach cu lympho, giam bach cu da nhén, thiu mau,
giam tiéu cau.

Tim - mach: Nhip tim nhanh.

Than kinh trung uong: Kich dong. (D'f

Tiéu héa: Réi loan tiéu héa.

Da: Néi ban, ngtra, viém tinh mach nong.
Chuyén héa: Tang tam thoi creatinin, bilirubin va phosphatase kiém trong mau.

Co xuong: Pau ¢ cac khép, sung khép.

Hiém gép, ADR < 1/1000

Toan than: Phan irng phan vé hodc dang phan vé.

Méu: Thiéu mau tan huyét, ting bach cdu, ting tiéu ciu, thay ddi ndng do prothrombin.

Thén kinh trung wong: Con co giat, 1a 14n, rdi loan tdm than, hoang tudng, mét ngu, trAm
cam, loan cam ngoai vi, rdi loan thi giac ké ca o giac, 16i loan thinh giac, U tai, r6i loan vi
giac va khuru giac, ting ap luc ndi so.

Tiéu hoa: Viém dai trang mang gia.

Da: Hoi ching da - niém mac, viém mach, hdi chimg Lyell, ban d6 da thanh ndt, ban do da
dang tiét dich.

Gan: Di c6 bdo céo vé mot vai trudng hop bi hoai tir té bao gan, viém gan, vang da r mat.

Co: Pau co, viém gén (gin got) va md bao quanh. Cé mot vai trudng hop bi dit gan, ddc biét
14 & ngudi cao tudi khi ding phéi hop véi corticosteroid.

Tiét niéu - sinh duc: C6 tinh thé niéu khi nudc tidu kidm tinh, d4i ra mau, suy than cép, viém
than k&.

Khac: Nhay cam véi anh sang khi phoi néing, phit thanh quan hoc phti phéi, khé thé, co thét
phé quan.
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Huwéng din cach xir tri ADR

Dé tranh c6 tinh thé niéu, duy tri dii lugng nude ubng vao, tranh lam nude tiéu qua kiém.

Néu bj ia chay ning va kéo dai trong va sau khi diéu tri, ngudi bénh c6 thé da bi réi loan ning
& rudt (viém dai trang mang gia). Can ngimg ciprofloxacin va thay bang mot khang sinh khéac
thich hgp (vi du vancomycin).

Néu c6 bét ky ddu hiéu nao vé tac dung phu cin ngimg ding ciprofloxacin va ngudi bénh cin
phai dugc diéu trj tai mot co s& y té mic di cac tac dung phu ndy thuong nhe hodc vira va s&
mau hét khi ngimg dung ciprofloxacin.

QUA LIEU VA CACH XU TRI

Qué liéu nghiém trong ddi khi gdy ddc trén than c6 hdi phuc, do vay ngoai xir tri qua lidu
thong thudng can phai diéu chinh chirc ning than va ké don magié hoic calci (trong cac thube
khang acid), vi cdc nguyén t6 nay s& lam giam hdp thu thudc. Chi mét lugng nho
ciprofloxacin (<10%) dugc loai bo khoi co thé bang thdm tach méau hodc tham tach mang

bung.

TUQ. CUC TRUONG
P.TRUONG PHONG




